PATENT 




• t 

£ ir — ™"™ STA ™ r p < «' TP A " FMARK ° FF1CE -^fii : '. — 



pplicant: DeBennedetti, et al 

Serial No. 09/916,017 

Filed: July 26, 2001 
For: 



: Paper No: 

: Group Art Unit: 

: Examiner: 



CANCER GENE THERAPY BASED ON TRANSLATIONAL CONTROL OF 
A SUICIDE GENE 



26874 

PATENT TRADEMARK OFFICE 




THE ASSISTANT COMMISSIONER FOR PATENTS 
Washington, D.C. 20231 

Dear Sir: 

m accordance with 37 C.F.R. fi§1.97 and 1.98, AppHcant herewith submits certain 
patent references and other information, whl ch the Patent & Trademar, Office may wish to 
consMer in examhnng the above-identified application. The references and mformation are 
provided below, and are also listed on the attached Form PTO-1449. 



REFERENCES 

4,562,155 

5,646,009 

6,020,162 

WO0078803 

WO0140490 



TNVENTOR 

Ricciardi, et al 
Rhoads, et al 
Burley, et al 
Proud, et al 
Laliberte 



TSSIIE DATE 

December 31, 1985 

July 8, 1997 
February 1,2000 
December 2, 2000 
June 7, 2001 



OTHER REFE RENCES 
Reference* 

ZZZ; "Gene Therapy - Wo* in Progress", Nature Medicine, Vo,. 8, No. 7, My 2002. 

Eck, Stephen L., "The Prospects for Gene Therapy," http-.Z/www.hosppract.conV 
genetics/9910mmc.htm, 4/12/02. 



41 Serial No. 09/916,017 
t, t t ,1 "Active killing of cancer cells through translation^ regulation of the 
1191/533,2002. 

Nathan, Cherie- Ann, "Technology and/or ^^^^^ 

Projects - Molecular Analysis of Surgical Mf^^^^c^ 3&ProjectH)=20; 
h^://researchportfolio.cancer.gov/cgi-b 1 n/abstract.pl?Te m -2^ 4.3&ttoje 

(4/12/02). 

Nathan, Cherie-Ann, et al., "COX-2 Expression in Dysplasia of the Head and Neck," Cancer, 
Vol. 92, No. 7, October 1 , 2001 . 

Steiner, et a!., "Gene therapy for prostate cancer," Gene Therapy and Molecular Biology, 
Vol. 4, pp. 233-248; December, 1999. 

Shariat, S.F., e, al., "Adenoviru smediat^ ^j^^M^ 

Ring, CX, e, al., "Suicide gene e*P«<^ ^Z^^lo^' 
(4/12/02). 

Martinez-Salas, Encarnacion, "Internal ribosome entry site biology and its use in expression 
vectors," Biotechnology, 10:458-464; 1999. 

Taylor Diane, "Inhibition of eIF4E using mimetic peptides in cells induces apoptosis without 
affecting transcription," Research and Innovation Services. 

Quiocho, Florante A., et al, "Structural basis of mRNA cap recognition by proteins," 
Structural Biology, 10:78-86; 2000. 

8, No. 2, February, 2002. 

Raught, Brian, et al, "The target of rapamycin (TOR) proteins," PNAS, Vol. 98, No. 13, 

7037-7044; June 19, 2001. 

Order,"http://65.105.56.185/mater3/category21/A162983.html,(3/lWU^. 

Seif, Isabelle, e. al., "The Genome of Human Papovavirus BKV," Cell, Vol. 18, 963-977, 
December 1979. 



2 



£ £ Serial No. 09/916,017 

23 131 18-13 123; November 9, 1999. / 

»««-.»/~»r i "«'— -s;; — — — *- 

developmental control," Cell Biology, 7:393-398, (1995). 

McKendri* Linda, e. al, - — on initiation factor 4E," Biochemistry * Cel, Biology, 
31:31-35; (1999). 

Pestova, Tatyana V., "Molecular mechanisms of Nation initiation i„ eulcaryotes," PNAS, 
Vol 98, No. 13, 7029-7036, June 19, 2001. 

Vol. 271, No. 15, 8983-8990; April 12, 1996. 

D e Benedetti, Arrigo, e, al, "Overexpres sion of ^ 0 ^?^^.VsZ 
4E in HeLa cells results in abberrant growth and morphology, rroc. 
Vol. 87, pp. 8212-8216, November, 1990. 

ou «■ r,rri,W "Decreasing the Level of Translation Initiation Factor 4E with 
' TIZ i>Z » oSUated Transformation and Tumongenesis of 
"R«mb^S," in, J- Cancer, 55, 84,-847 (1993). 

Transfo Cloned Rat Embryo Fibroblasts, Int. J. Cancer, 

, f nnr nVRNA and Polvamine Transport are Suppressed in 

and Biophysical Research Communications, 240, 15-20 (199 /). 

Sonenberg, Nahum, 'Translation factors as effectors of cell growth and tumorigenesis," Cell 

Biology 5:955-960 (1993). 

• v ♦ Antho.la et al "Malignant transformation by a eukaryotic initiation factor 
Lazaris-Karatzas, Anthoula, et al, MJ U S ,UU ? 1990 

subunit that binds to mRNA 5' cap," Nature, Vol. 345, June 7, 



3 



Serial No. 09/916,017 

Sonenberg, Nahum, et al, ^rr^NA 5; cap-binding protein eIF4E and control of cell^ ° C ? ' 



growth," Cell Biology, 10:286-275 (1998) 



'%. 



Raught, Brian, * al., «eIF4E active is regulated at multiple levels," Journal of Biochemistry ^ 
and Cell Biology, 31:43-57 (1999). 

Rosenwald, Igor B., "Deregulation of protein osis as a mechanism of neoplastic 
transformation," BioEssays, Vol. 18, No. 3, 243-250 (1996). 

Rosenwald, Ig or B„ "Growth ^^f^^^Z 
translation initiation factor 4Em transformed cell lmes, Cancer Letters, t 

Rosenwald, Igor B., ^^T^T^^X^^ 
factors 3IF-4E and eIF-2a in transformed cells, Cancer Letters, iuz. , v 

Willis Anne E., "Translational control of growth factor and proto-oncogene expression," 
Biochemistry & Cell Biology, 31:73-86 (1999). 

7immer Stephen G et al., "Translational Control of Malignancy: the mRN A cap-Binding 
Sn'eS as a Centr'al Regulator of Tumor Formation, Gorwth, Invasum and 
Metastasis," Anticancer Research, 20:1343-1352 (2000). 

Nathan, Cherie -Ann C, et al., "Expression 

Possible Role in Angiogenesis," Laryngoscope, 109:1253-1258, August, lyyy. 

Li, Benjamin D. L., et al, "Overexpression of Eukaryotic . Initiation Factor 4E (eIF4E) in 
Breast Carcinoma," Cancer, Vol. 79, No. 12, June 15, 1997. 

Keene, Ja ckD.,"R— 

between the genome and the proteome, PNAs, vol. ys, i>o. o, 
Schmidt, Emmett V., "The role of cmyc in cellular growth control," Oncogene, 18:2988- 
2996 (1999). 

Keiper, Brett D., et al., "Protein synthesis initiation factor 4G," Biochemistry & Cell Biology, 
31:37-41; (1999). 

Hoick Martin, et al., "Internal ribosome initiation of translation and the control of cell 
death," TIG, Vol. 16, No. 10, October, 2000. 

Kimball, Scot R., "Eukaryotic initiation factor eIF2," Biochemistry & Cell Biology, 31:25-29 
(1999). 

McCormick, F., "Cancer gene therapy: fringe or cutting edge?" Nature Rev. Cancer, 
1(2):130-41 (2001). 

Miller, A.D., "Human gene therapy comes of age," Nature, 357:455-460 (1992). 



4 



Serial No. 09/916,017 

A copy of the listed references are provided. No representation is made or intended 
that a prior art search has been made or that no better art than that listed is available. 

The Assistant Commissioner for Patents is authorized to charge any deficency or 
credit any overpayment to Frost Brown Todd LLC Deposit Account No. 06-2226. 

Respectfully submitted, 

ARRIGO DeBENEDETTI, et al. 



Stephen R. Albainy-Jenei 
Registration No. 41,487 
Telephone (513) 651-6839 
FROST BROWN TODD LLC 
2200 PNC Center 
201 East Fifth Street 
Cincinnati, Ohio 45202-4182 



__^^^^JA-, 2002 

PFRTTFICAT F OF MAILING 

I hereby certify that a copy of this correspondence is bM*^ *" ^ 
States Postal Service as first class mail in an envelope adcgg^ The Assistant 
Commissioner of Patents, Washington, D.C. 20231 this <»y 

r^Tj^r ,2002. _ . r 



CINlibrary/l 229138.1 



5 



E* Stephen L., -r* Prospects for Gene W http://www.hosppract.conV 

geneucs/9910nnnc.htm, 4/12/02. „™r,CV 2 ene 

. , , , -Selective Ming of cancer ce,.s through translationa, regulatton of the HTK/GCV gene 

^^^^^^^ 

U91/533 ' 2002 ' -r ■ ■ . Clinical Setting Research Projects - Molecular 

Nathan, Cherie-Ann, -Technology and/or ^...LearehportfoUo.cancer.gov/cg- 

^Cherle.^etaUXOX.B^.oniuO^aof.heHea.an.Kec, Cancer, Vol. 92, N . 
October 1,2001. 

♦ » Gene Therapy and Molecular Biology, Vol. 4, pp. 233 248, 

Steiner, et al., "Gene therapy for prostate cancer, Gene Therapy 

, * - - -* sene 

SSSSSMS^^ „ — 1, 

King, C,,e, a, "Suicide ^ , BRBB2 promoter, 

^.nchi*^ ,. 

^ Encamacion, — nhosonre en. ,e hiolog, and its - > — — 
Biotechnology, 10:458-464; 1999. 

, in relk induces apoptosis without attecting 

^T^--«--^^^" l, - ,-,,,, * wlM, ' 

Quiocho, Florante A., et al, btrucrurai v<*> 

V,ta, y ,, e. a,., A ^ Approach » Increa^tCancer Ch— - 



.' . et al -Jti BK virus-based episomal vectorf expression of foreign genes in 
De Benedetti, Arngo, et al., Novel bk vjt a 1924-1931;(1991). 

mammalian cells," Nucleic Acids Research, Vol. 19, No. 8, 

• t)\t * e A a t are translated at reduced cap binding complex 
Johannes, Gregg, et al., "Identification of e^oU^ * « — November 9 , 19 99. 
eIF4F concentrations using a cDNA rmcroarray, PNAb, Vol. y , 

A aw W etal "The role of the 5' unt^^^^ 
vanderVelden,AhkeW. etal Theroieo x 

during development," Biochemistry & Cell Biology, i i, 

„„, SHri* , - ' — * " — — ~ 

Journal of Immunology, 1 172-1 181 ^V- 

He„„, Matthias W„ ^- — — * ^ - 

control," Cell Biology, 7:393-398; (1995). 

MeKendHCL^eta,, — *««3WmO»» 
Pestova, Tatyana V., "Molecular — o f — inttianon in e—s. Vol. 93, No. .3, 

7029-7036, June 19, 2001. . 

1996 

D e Benedetti, e. ,, J^^^Z^t^^^ — 

results in abberrant growth and morphology, Proc. Natl, ac 

1990. . NA 

Cancer; 55, 841-847 (1993). 

• y ... tjap rwreases the Malignancy of ras-Transfo Cloned 

Communications, 240, 15-20 (1997). 

(1993) 

- t , Anthoula etal "Malignant ttansformation by a eukaryotic initiation factor subuni, that binds 
S™,"NatrVo e ;.3^unf7,1990. 

10:286-275 (1998). 

i t A ot mil ltmle levels " Journal of Biochemistry and Cell Biology, 
Raught, Brian, et al., "eIF4E activity is regulated at multiple levels, 

31:43-57(1999). 

R ose„wa,d, , g or B., nation o f protein syntnests as a nrecbanism - neoplasttc —.on. 



BioEssays, Vol. 18, No. 3, 243-25U (1996). 
Rosenwald, Igor B., "Growth factor-independent expression of the gene encoding eukaryotic translation 
initiation factor 4E in transformed cell lines," Cancer Letters, 98.77-82 (1995). 

Rosenwald, Igor B., "Upregulated expression of the genes encoding translation initiation factors 3IF-4E and 
eIF-2a in transformed cells," Cancer Letters, 102:1 13-123; (1996). 

Willis, Anne E., "Translation^ control of growth factor and proto-oncogene expression," Biochemistry & CeU 
Biology, 31:73-86 (1999). 

1352 (2000). 

Nathan, Cherie -Ann O, et al., "Expression of eIF4E During Head and Neck Tumorigenesis: Possible Role in 
Angiogenesis," Laryngoscope, 109:1253-1258; August, 1999. 

Li, Benjamin D. L., et al, "Overexpression of Eukaryotic Initiation Factor 4E (eIF4E) in Breast Carcinoma," 
Cancer, Vol. 79, No. 12, June 15, 1997. 

Keene Jack D "Ribonucleoprotein infrastructure regulating the flow if genetic information between the 
g^ome ^ fthe proLme," PNAS, Vol. 98, No. 13, 7018-7024; June 19, 2001. 

Schmidt, Emmett V., "The role of c-myc in cellular growth control," Oncogene, 18:2988-2996 (1999). 

Keiper, Brett D., et al., "Protein synthesis initiation factor 4G," Biochemistry & Cell Biology, 31:37-41; (1999). 

Hoick, Martin, et al., "Internal ribosome initiation of translation and the control of cell death," TIG, Vol. 16, 
No. 10, October, 2000. 

Kimball, Scot R., "Eukaryotic initiation factor eIF2," Biochemistry & Cell Biology, 31:25-29 (1999). 
McCormick, F., "Cancer gene therapy: fringe or cutting edge?" Nature Rev. Cancer, 1(2):130-41 (2001). 
Miller, A.D., 'TCuman gene therapy comes of age," Nature, 357:455-460 (1992). 

} * (s? ^ Page of 




EXAM^ER^g^^^ DATE CONSIDERED. 



EXAMINER: Witial if reference considered, whether or no, citation is in conformance with MPEP 609; Draw ,ine thr„u g h citation if not in «,nforma„ce and 
not conside^ Include copy of this form with next communication to applicant. 

CINlibrary/1229746.1 



